Boston
SC}.ent}._llC Neurovascular
47900 Bayside Parkway
Fremont, CA 94538-6515
510 440 7700 Tel
www bostonscientific com
May 19 2004

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane, Room 1061
Rockville, MD 20852

Re: Docket Number 2003N-0567
Draft Guidance for Industry and FDA Staff,
Class II Special Controls Guidance Document:
Vascular and Neurovascular Embolization Devices
Dear Sir/Madam,

Boston Scientific Neurovascular respectfully submits the attached comments for your consideration.

Sincerely,

S, By

Roxane Baxter
Manager, Regulatory Affairs
Boston Scientific Neurovascular
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